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In the claims: 



1. (Original) An immunogenic composition comprising: (a) water; (b) a polymer 
microparticle comprising a polymer selected from a poly(Gf-hydioxy acid), a polyhydroxy 
butyric acid, a polycaprolactone, a polyorthoester, a polyanhydride, and a 
polycyanoacrylate; (c) an antigen adsorbed to the microparticle; and (d) a synthetic 
phospholipid compound comprising: (i) one or more phosphoryl groups independently . 



selected from a 



O — P — OH 

Ah 



group and a 



O — P — O 

Ah 



group; (ii) a plurality of 



linear alkane groups, n , in which n is independently an integer ranging from 6 



to 20. 



2. (Original) The immunogenic composition of claim 1, wherein the phospholipid 

O 

— O-H- 



compound comprises one or more 
O 



I 



•OH 



OH 



groups and no 



■O P O 



OH 



groups. 



3. (Original) The immunogenic composition of claim 1, wherein the phospholipid 

O 

„ II 
O — P — O 



compound comprises one or more 
O 



O— ^P OH 

OH 



groups. 



Ah 



groups and no 
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4. (Original) The immunogenic composition of claim 1, wherein the phospholipid 



compound comprises four to eight of said 



4CH 2 : |CH3 



n groups. 



5. (Original) The immunogenic composition of claim 1, wherein the phospholipid 

-FCH 2 1CH 3 

compound comprises six of said n groups. 



6. (Original) The immunogenic composition of claim 1, wherein the phospholipid 
compound does not comprise a saccharide group. 

7. (Original) The immunogenic composition of claim 1, wherein the phospholipid 
compound is a compound having the following formula: 



. X 1 

/ 

(CH*)a 

? 

HO j>=0 

? 

(CHi> d 
R 2 Q 1 

I 



R 



1 i yl 

\ 



HO- 



I 

T 

O 

I 



V R 5 



Of— < 



R 7 R< 



wherein: 
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(b) C(0)-Cm4 alkyl-C(O), wherein the C M4 alkyl is optionally substituted with 



hydroxy, C1-5 alkoxy, C U5 alkylenedioxy, Cm alkylamino, or C M -alkyl-aryl, 
wherein the aryl moiety of the Cm -alkyi-aryl is optionally substituted with Cm 
alkoxy, Cm alkylamino, C us alkoxy-amino, Cm alkylamino-Ci. 5 alkoxy, -O-Ci 
5 alkylamino-Ci_5 alkoxy, -O-C^ alkylamino-C(O)— C N5 alkyl C(0)OH, 
— O-Cm alkylamino-C(0)-C,.5 alkyi-C(0)— C1-5 alkyl; 

(c) C 2 to C15 straight or branched chain alkyl optionally substituted with hydroxy 
or alkoxy; and 

(d) — C(O)— C 6 .i2 arylene-C(O)— wherein the arylene is optionally substituted 
with hydroxy, halogen, nitro or amino; 

a and b are independently 0, 1, 2, 3 or 4; 

d, d\ d", e, e' and e" are independently an integer from 1 to 4; 

X , X , Y and Y are independently selected from the group consisting of a null, oxygen, 
NH and N(C(0)C M alkyl), andN(C M alkyl) 2 ; 

W 1 and W 2 are independently selected from the group consisting of carbonyl, methylene, 
sulfone and sulfoxide; 

R andR are independently selected from the group consisting of: 

(a) C 2 to C 2 o straight chain or branched chain alkyl which is optionally substituted 
with oxo, hydroxy or alkoxy, 

(b) C2 to C 2 o straight chain or branched chain alkenyl or dialkenyl which is 
optionally substituted with oxo, hydroxy or alkoxy; 

(c) C 2 to C20 straight chain or branched chain alkoxy which is optionally 
substituted with oxo, hydroxy or alkoxy; 

■ 

(d) — NH— C 2 to C20 straight chain or branched chain alkyl, wherein the alkyl 
group is optionally substituted with oxo, hydroxy or alkoxy, and 
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wherein Z is selected from the group consisting of O and NH, and M and N are 

independently selected from the group consisting of C 2 to C20 straight chain or 

branched chain alkyl, alkenyl, alkoxy, acyloxy, alkylamino, and acylamino; 

R andR are independently selected from the group consisting of C 2 to C20 straight chain 

or branched chain alkyl or alkenyl, optionally substituted with fluoro or oxo; 

R 4 and R 7 are independently selected from the group consisting of C(0)C 2 to C 20 straight 

chain or branched chain alkyl or alkenyl; C 2 to C 20 straight chain or branched chain 

alkyl; C 2 to C20 straight chain or branched chain alkoxy; C 2 to G20 straight chain or 

branched chain alkenyl; wherein the alkyl, alkenyl or alkoxy groups are 

independently and optionally substituted with hydroxy, fluoro or C] to C 5 alkoxy; 
1 2 3 4 

G , G , G andG are independently selected from the group consisting of oxygen, 

methylene, amino, thiol, -NHC(0>-, and -N(C(0)Ci-4 alkyl)-; or G 2 R 4 or G 4 R 7 
may together be a hydrogen atom or hydroxyl; 

or a pharmaceutical^ acceptable salt thereof. 

8. (Original) The immunogenic composition of claim 7, wherein R 1 is C(O); a, b, d, 
d', d", e, e' and e" are independently 1 or 2; X 1 , X 2 , Y 1 and Y 2 are NH; W 1 and W 2 are 
carbonyl; R 2 and R 5 are C iQ to C 2 o straight chain alkyl which is substituted with oxo; R 3 
and R 6 are C5-C10 straight chain alkyl; R 4 and R 7 are C(0)C 8 -C 14 straight chain alkyl or 
alkenyl; and G 1 , G 2 5 G 3 and G 4 are oxygen. 

9. (Original) The immunogenic composition of claim 7, wherein R 1 is C(0); a and 
b are 2; d, d', e and e' are 1 ; d" and e" are 2; X 1 , X 2 , Y 1 and Y 2 are NH; W ( and W 2 are 
carbonyl; R and R are d 3 straight chain alkyl which is substituted with oxo at the 2 
position; R 3 and R 6 are C 7 straight chain alkyl; R 4 and R 7 are C(0)Ci i straight chain 
alkyl; G 1 , G 2 , G 3 and G 4 are oxygen. 

10. (Currently amended) The immunogenic composition o f any of olaimo 1 - 0 claim 
L wherein the phospholipid is entrapped within the microparticles. 



5 
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1 1 . (Currently amended) The immunogenic composition o f any of olaimo 1 9 claim 
1, wherein the phospholipid is adsorbed to the microparticles. 

12. (Currently amended) The immunogenic composition of- any-o f oleums -1-9 claim 
i, wherein the phospholipid is dispersed in aqueous solution. 

13. (Currently amended) The immunogenic composition o f any of olaimo 1 9 claim 
i, wherein two or more antigens are adsorbed to the microparticles. 

14. (Currently amended) The immunogenic composition o f any of olaima 1 9 claim 
i, wherein additional antigen is entrapped within the microparticles. 

15. (Currently amended) The immunogenic composition o f any of claims 1 9 claim 
1, wherein the antigen is a polypeptide-containing antigen. 

16. (Currently amended) The immunogenic composition o f any of claims 1 - 9 claim 
i, wherein the antigen is a polynucleo tide-containing antigen. 

17. (Currently amended) The immunogenic composition o f any of claims 1 9 claim 
i, wherein the antigen is derived from a tumor cell. 

■ 

18. (Currently amended) The immunogenic composition o f any of olaima 1 9 claim 
I, wherein the antigen is derived from a pathogenic organism. 

19. (Original) The immunogenic composition of claim 18, wherein the pathogenic 
organism is selected from a virus, a bacterium, a fungus and a parasite. 

T 

20. (Original) The immunogenic composition of claim 1 8, wherein the pathogenic 
orgausm is scfecfcd from HI V, hsptfMs B virus, h*.** C vi™, monngMs B, 
Haemophilus influenza type B, pertussis, diphtheria, tetanus, and influenza A virus. 
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21. (Original) The immunogenic composition of claim 18, wherein the pathogenic 
organism is selected from human immunodeficiency virus, Neisseria meningitidis, and 
hepatitis virus. 

22. (Currently amended) The immunogenic composition of any of ciaimq 1 9 claim 
I, wherein the immunogenic composition further comprises a surfactant. 

23. (Currently amended) The immunogenic composition of ony of olaimo 1 9 claim 
i, wherein the microparticles have a diameter between 500 nanometers and 20 microns. 

24. (Currently amended) The immunogenic composition of any of claims 1 9 Claim 
i, wherein the poly(o£-hydroxy acid) is selected from poly(L-lactide), poly(D,L-lactide) 
and poly(Iactide-co-glycolide). 

25. (Currently amended) The immunogenic composition of any of olaimo 1 9 claim 
1 wherein the poly(o«-hydroxy acid) is poly(D,L-lactide-co-glycolide). 

26. (Original) The immunogenic composition of claim 25, wherein the poly(D,L- 
lactide-co-glycolide) has a lactide:glycolide molar ratio ranging from 40:60 to 60:40. 

27. (Currently amended) The immunogenic composition of any of olanas^- ft claim 
L further comprising a supplemental immunological adjuvant. 

28. (Currently amended) The immunogenic composition of-eny of claima 1 - 9 claim 
i, wherein the immunogenic composition is an injectable composition. 



29. (Currently amended) A method of delivering a therapeutic amount of an antigen 
to a vertebrate host animal, comprising administering to the host animal the. immunogenic 
composition o f any of claims 1 - 9 claim 1 . 
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- 

30. (Currently amended) A method of treating a host animal having a pathogenic 
organism infection or tumor comprising administering to the animal the immunogenic 

| composition o f any of olaimo 1 - 9 . claim L 

3 1 . (Currently amended) A method of immunizing a host animal against a tumor or 
infection by a pathogenic organism comprising administering to the animal the 
immunogenic composition o f any of claims 1 - 9 claim 1 . 

32. (Currently amended) A method of stimulating an immune response in a host 
animal, comprising administering to the host animal the immunogenic composition of 
any of claims 1 - 9 claim 1 . 

33. (Original) The method of claim 32, wherein the immune response comprises a 
humoral immune response. 

34. (Original) The method of claim 32, wherein the immune response comprises a 
cellular immune response. 

35. (Original) The method of claim 32, wherein the immune response is raised 
against a viral, bacterial, or parasitic infection, 

36. (Original) The method of claim 32, wherein the immune response is raised 
against a tumor. 

■ 

37. (Original) The method of claim 32, wherein the host animal is a vertebrate 
animal. 

38. (Original) The method of claim 32, wherein the host animal is a mammal. 

39. (Original) The method of claim 32, wherein the host animal is a human. 
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40. (Original) An immunogenic composition comprising: (a) water; (b) a 
metabolizable oil; (c) an emulsifying agent; (d) an antigen; and (e) a phospholipid 
compound comprising: (i) one or more phosphoryl groups independently selected from a 



O 
I 

0 — P — OH 



O 

ft II 
O — P— o- 



OH 



group and a 



0H group; (ii) a plurality of linear alkane 
-fcH^CHa 

groups, n , in which n is independently an integer ranging from 6 to 20, 

• * 

wherein the composition is an oil-in-water emulsion having oil and aqueous 
phases, and 

wherein the oil phase is in the form of oil droplets substantially all of which are 
less than 1 micron in diameter. 



41. (Original) The immunogenic composition of claim 40, wherein the 

O 



O — P — O 



OH 



groups. 



O — P — OH 



phospholipid compound comprises one or more OH 
O 



groups and no 



42. (Original) The immunogenic composition of claim 40, wherein the 

O 



phospholipid compound comprises one or more 
O 



Ah 



groups and no 



OH 



groups. 
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43. (Original) The immunogenic composition of claim 40, wherein the 

-fcHa^CHa 

phospholipid compound comprises four to eight of said n groups. 

44. (Original) The immunogenic composition of claim 40, wherein the 

4CH2ICH3 

phospholipid compound comprises six of said n groups. 



45. (Original) The immunogenic composition of claim 40, wherein the 
phospholipid compound does not comprise a saccharide group. 

♦ 

46. (Original) The immunogenic composition of claim 40, wherein the 
phospholipid compound is a compound having the following formula: 




\^ jCHa) d . (OiaV J*' 

R 2 G 1 G 3 R 3 



R 4 V r 7 



wherein: 
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i- 



R 1 is selected from the group consisting of 

(a) C(O); 

(b) C(0>-Cm4 alkyl-C(O), wherein the Ci-w alkyl is optionally substituted with 
hydroxy, Ci_ 5 alkoxy, C1.5 alkylenedioxy, C1.5 alkylamino, or d- 5 -alkyl-aryl, 
wherein the aryl moiety of the Ci. 5 -alkyl-aryl is optionally substituted with Ci- 5 
alkoxy, Ci_ 5 alkylamino, Ci_ 5 alkoxy-amino, d. 5 alkylamino-Ci. 5 alkoxy, — O— C 
5 alkylamino-Ci-s alkoxy, — 0-Ct. 5 alkylamino-CCO^-Ci-s alkyl C(0)OH, 
-O-Ci .s alkylamino-C(0)-Ci. 5 alkyl-C(0)-Ci -5 alkyl; 

(c) C 2 to C15 straight or branched chain alkyl optionally substituted with hydroxy 
or alkoxy; and 

(d) — C(O)— C6.12 arylene-C(O)— wherein the arylene is optionally substituted 
with hydroxy, halogen* nitro or amino; 

a and b are independently 0, 1, 2, 3 or 4; 

d, d', d T, ,'e, e' and e" are independently an integer from 1 to 4; . 

12 12 

X , X , Y and Y are independently selected from the group consisting of a null, oxygen, 

NH and N(C(0)C,u, alkyl), and N(C W alkylfc ; 
W andW are independently selected from the group consisting of carbonyl, methylene, 

sulfone and sulfoxide; 
R 2 and R 5 are independently selected from the group consisting of: 

(a) C 2 to C 2 o straight chain or branched chain alkyl which is optionally substituted 
with oxo, hydroxy or alkoxy, 

(b) C2 to C 2 o straight chain or branched chain alkenyl or dialkenyl which is 
optionally substituted with oxo, hydroxy or alkoxy; 

(c) C 2 to C20 straight chain or branched chain alkoxy which is optionally 
substituted with oxo, hydroxy or alkoxy; 

(d) — NH— C2 to C20 straight chain or branched chain alkyl, wherein the alkyl 
group is optionally substituted with oxo, hydroxy or alkoxy, and 




11 

* 

PAGE 1 2/22 • RCVD AT 2/1/2005 7:09:32 PM {Eastern Standard Time] * S VR: USPTO-EFXRF-6/29 * DN1S:2738300 • CSID:703 433 2382 " DURATION (mm-S8):0&42 I 



Feb 01 



2006 8: 16PM 



703 433 2362 



Docket: 10/748,117 

wherein Z is selected from the group consisting of O and NH, and M and N are 
independently selected from the group consisting of C2 to C20 straight chain or 
branched chain alkyl, alkenyl, alkoxy, acyloxy, alkylamino, and acylamino; 
R 3 and R 6 are independently selected from the group consisting of C2 to C20 straight chain 

or branched chain alkyl or alkenyl, optionally substituted with fluoro or oxo; 
R 4 andR 7 are independently selected from the group consisting of C(0)C2 to C20 straight 
chain or branched chain alkyl or alkenyl; C2 to C20 straight chain or branched chain 
alkyl; C2 to C20 straight chain or branched chain alkoxy; C2 to C 2 o straight chain or 
branched chain alkenyl; wherein the alkyl, alkenyl or alkoxy groups are 
independently and optionally substituted with hydroxy, fluoro or Ci to C5 alkoxy; 
G 1 , G 2 > G 3 and G 4 are independently selected from the group consisting of oxygen, 

methylene, amino, thiol, — NHC(O)-, and -N(C(0)Ci-4 alkyl)^-; or G 2 R 4 or G 4 R 7 

« 

may together be a hydrogen atom or hydroxyl; 
or a pharmaceutically acceptable salt thereof (Original) 

47. (Original) The immunogenic composition of claim 46, wherein R l is C(O); a, b, 
d, d', d", e, e' and e" are independently 1 or 2; X\ X 2 , Y 1 and Y 2 are NH; W l and W 2 are 
carbonyl; R 2 and R 5 are Cjo to C20 straight chain alkyl which is substituted with oxo; R 3 
and R 6 are C5-C10 straight chain alkyl; R 4 and R 7 are C(0)C8-Ci4 straight chain alkyl or 
alkenyl; and G 1 , G 2 , G 3 and G 4 are oxygen. 

48. (Original) The immunogenic composition of claim 46, wherein R 1 is C(0); a 
and b are 2; d, d\ e and e' are 1 ; d M and e" are 2; X 1 , X 2 , Y l and Y 2 are NH; W l and W 2 
are carbonyl; R 2 and R 5 are C13 straight chain alkyl which is substituted with oxo at the 2 
position; R 3 and R 6 are C7 straight chain alkyl; R 4 and R 7 are C(0)Ci 1 straight chain 
alkyl; G 1 , G 2 , G 3 and G 4 are oxygen. 

49. (Currently amended) The immunogenic composition o f any of claims 4 0 48 
claim 40. wherein substantially all of the oil droplets are less than 500 am in diameter. 
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50. (Currently amended) The immunogenic composition of any of claims 10 18 
claim 40 , wherein substantially all of the oil droplets are less than 250 nm in diameter. 

* 

51. (Currently amended) The immunogenic composition of any of olaimo 10 48 
claim 40 , wherein the metabolizable oil is selected from an animal oil and a vegetable oil. 

52. (Currently amended) The immunogenic composition of any of claims 40 48 
cimm_40 s wherein the metabolizable oil is a fish oil. 

- 

53. (Currently amended) The immunogenic composition of any of olaimo 40 48 
claim 40, wherein the metabolizable oil is a branched, polyunsaturated hydrocarbon 
having from 20-40 carbon atoms. 

54. (Currently amended) The immunogenic composition of any of olaimn 40-48 
claim 40, wherein the metabolizable oil is a terpenoid. 

55. (Currently amended) The immunogenic composition of any of claims 40 18 
claim 40. wherein the metabolizable oil is squalene. 

56. (Currently amended) The immunogenic composition of any of claims 10 48 
claim 40, wherein the emulsifying agent comprises a sorbitan derivative. 

■ 

57. (Original) The immunogenic composition of claim 56, wherein the sorbitan 
derivative is selected sorbitan fatty acid monoesters, sorbitan fatty acid sesquiesters, 
sorbitan fatty acid triesters, polyoxyethylene sorbitan fatty acid monoesters and 
polyoxyethylene sorbitan fatty acid triesters. 

58. (Currently amended) The immunogenic composition of ony of clairno 40 48 
claim 40, wherein the composition comprises a plurality of emulsifying agents. 
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59. (Original) The immunogenic composition of claim 58, wherein the composition 
comprises a sorbitan ester and a polyoxyethylene sorbitan ester. 

60. (Original) The immunogenic composition of claim 59, wherein the composition 
comprises polyoxyethylene sorbitan mbnooleate and sorbitan trioleate. 

6 1 . (Original) The immunogenic composition of claim 58, wherein the 
composition comprises a first emulsifying agent having an HLB value ranging from 1 to 
9 and a second emulsifying agent having an HLB value ranging from 10 to 20. 

62. (Original) The immunogenic composition of claim 58, wherein the composition 
comprises a first emulsifying agent having an HLB value ranging from 1 to 4 and a 
second emulsifying agent having an HLB value ranging from 12 to 17. 

63. (Currently amended) The immunogenic composition of any of claimo 40 43 
claim 40, wherein the phospholipid is dissolved or dispersed in the oil phase. 

64. (Currently amended) The immunogenic composition of any of claims 40-48 ' 
claim 40. wherein the phospholipid is dispersed in the aqueous phase. 

65. (Currently amended) The immunogenic composition of any of olaimo 10 48 
claim 4Q, wherein the antigen is dissolved or dispersed in the aqueous phase. 

66. (Currently amended) The immunogenic composition of any of okums 10 48 
claim 40, wherein the antigen is a polypeptide-containing antigen. 

67. (Currently amended) The immunogenic composition o f any of claims 40 48 
claim 40. wherein the antigen is a polynucleotide-containing antigen. 

• ■ 

68. (Currently amended) The immunogenic composition of ony of claimo 10 48 
claim 40. wherein the antigen is derived from a tumor cell. 

14 
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69. (Currently amended) The immunogenic composition o f any of olaima 10 18 
claim 40, wherein the antigen is derived from a pathogenic organism. 

70. (Original) The immunogenic composition of claim 69, wherein the pathogenic 
organism is selected from a virus, a bacterium, a fungus and a parasite. 

■ 

71. (Original) The immunogenic composition of claim 69, wherein the pathogenic 
organism is selected from HIV, hepatitis B virus, hepatitis C vims, meningitis B, 
Haemophilus influenza type B, pertussis, diphtheria, tetanus, and influenza A virus. 

72. (Original) The immunogenic composition of claim 69, wherein the pathogenic 
organism is selected from human immunodeficiency virus, Neisseria meningitidis, and 
hepatitis virus. 

73. (Currently amended) The immunogenic composition of-any of okrimo 10 4g 
claim 40, further comprising a supplemental immunological adjuvant 

74. (Currently amended) The immunogenic composition of any of claims 10 18 
claim 40, wherein the immunogenic composition is an injectable composition. 

75. (Currently amended) A method of delivering a therapeutic amount of an antigen 
to a vertebrate host animal, comprising administering to the host animal the immunogenic 
composition o f any of oleums 4 0 4 8 claim 40 . 

76. (Currently amended) A method of treating a host animal having a pathogenic 
organism infection or tumor comprising administering to the animal the immunogenic 
composition o f any of olaimo 4 0 48 claim 40 . 
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• * 

■ 

77. (Currently amended) A method of immunizing a host animal against a tumor or 
infection by a pathogenic organism comprising administering to the animal the 

| immunogenic composition o f any of claimc 4 0 4 8 claim 40 . 

78. (Currently amended) A method of stimulating an immune response in a host 

4 

animal, comprising administering to the host animal the immunogenic composition of 
any of claims 40 18 claim 40 . 

79. (Original) The method of claim 78, wherein the immune response comprises a 
humoral immune response. 

80. (Original) The method of claim 78, wherein the immune response comprises a 
cellular immune response. 

81. (Original) The method of claim 78, wherein the immune response is raised 
against a viral, bacterial, or parasitic infection. 

82. (Original) The method of claim 78, wherein the immune response is raised 
against a tumor. 

■ 

83. (Original) The method of claim 78, whetein the host animal is a vertebrate 
animal. 

84. (Original) The method of claim 78, wherein the host animal is a mammaL 

85. (Original) The method of claim 78, wherein the host animal is a human. 



16 

PACE 17/22 " RCVD AT 271/2006 7:09:32 PM {Eastern Standard Time] • SVR:USPTO-EFXRF<6/29 * ONIS:2738300 ■ CSO>:703 433 2382 ■ DURATION (mm-ss):08-32 



I 



This Page is Inserted by IFW Indexing and Scanning 
Operations and is not part of the Official Record 

BEST AVAILABLE IMAGES 

Defective images within this document are accurate representations of the original 
documents submitted by the applicant. 

Defects in the images include but are not limited to the items checked: 

□ BLACK BORDERS 

□ IMAGE CUT OFF AT TOP, BOTTOM OR SIDES 

□ FADED TEXT OR DRAWING 

□ BLURRED OR ILLEGIBLE TEXT OR DRAWING 

□ SKEWED/SLANTED IMAGES 

□ COLOR OR BLACK AND WHITE PHOTOGRAPHS 

□ GRAYSCALE DOCUMENTS 

Q LINES OR MARKS ON ORIGINAL DOCUMENT 

□ REFERENCE(S) OR EXHffilT(S) SUBMITTED ARE POOR QUALITY 

□ OTHER: 

IMAGES ARE BEST AVAILABLE COPY. 
As rescanning these documents will not correct the image 
problems checked, please do not report these problems to 
the IFW Image Problem Mailbox. 



